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DETAILED ACTION 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 6/25/2004 was 
previously marked unconsidered due to a software/computer issue and the Examiner 
apologizes for the confusion. Accordingly, the information disclosure statement is now 
being considered by the Examiner. 

Claim Rejections - 35 USC §112 
Claims 11, 12, and 21-27 were rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. 
This rejection is maintained. 

Examiner rejected the claims on the basis that the specification did not support 
the written description requirement where the term "bombesin receptor binding 
molecule" is part of the elected compound. Further, there is no evidence that "receptor 
binding molecules" will attach to a methene group. 

Applicants argue the specification teaches the function of the Epitope (E), such 
that it recognizes and binds to the target surface. Additionally, Applicants submit a 
declaration and argue that by attaching a bromide to the base chain, a biolomolecule 
will then react at the peptide -SH or -NH2 to for a bond. 

First, the list of "bombesin receptor binding molecule" discussed in the 
Applicant's arguments filed 3/14/2008 finds no support in the specification. The 
description requirement of the patent statute requires a description of an invention, not 
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an indication of a result that one might achieve if one made that invention. See, e.g. In 

re Wilder, 22 USPQ 369, 372-3 (Fed. Cir.1984). (Holding that a claim was not 

adequately described because the specification did "little more than outline goals 

appellants hope the claimed invention achieve and the problems the invention will 

hopefully ameliorate.') 

Mere indistinct terms (such as various "receptor binding molecules" used herein), 

however may not suffice to meet the written description requirement. This is particularly 

true when a compound is claimed in purely functional terms. See Univ. of Rochester v. 

G.D. Searle . 69 USPQ2d 1886, 1892 (CAFC 2004), stating: 

The appearance of mere indistinct words in a specification or a claim, even an original 
claim, does not necessarily satisfy that requirement. A description of an anti-inflammatory 
steroid, i.e., a steroid (a generic structural term) described even in terms of its functioning 
of lessening inflammation of tissues fails to distinguish any steroid from others having the 
same activity or function. A description of what a material does, rather than of what it is, 
usually does not suffice.... The disclosure must allow one skilled in the art to visualize or 
recognize the identity of the subject matter purportedly described. (Emphasis added). 

A description of a chemical genus will usually comprise a recitation of structural 
features common to the members of the genus, which features constitute a substantial 
portion of the genus. See University of California v. Eli Lilly and Co. . 43 USPQ2d 1 398, 
1406 (Fed. Cir. 1997). This is analogous to enablement of a genus under section 1 12, P 
1 , by showing the enablement of a representative number of species within the genus. 

A chemical genus can be adequately described if the disclosure presents a 
sufficient number of representative species that encompass the genus. If the genus has 
substantial variance, the disclosure must describe a sufficient number of species to 
reflect the variation within that genus. See MPEP 2163. Although the MPEP does not 
specifically define what constitutes a representative number of species, the courts have 
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indicated what does not constitute the same. See, e.g.., I n re Gostelli , 10 USPQ2d 
1614, 1618 (Fed. Cir. 1989), holding that the disclosure of two chemical compounds 
within a subgenus did not adequately describe such subgenus. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include the 
level of skill and knowledge in the art, partial structure, physical and/or chemical 
properties, functional characteristics alone or coupled with a known or disclosed 
correlation between structure and function, and the method of making the claimed 
invention. Disclosure of any combination of such identifying characteristics that 
distinguish the claimed invention from other materials and would lead one of skill in the 
art to the conclusion that the applicant was in possession of the claimed species is 
sufficient. MPEP 2163. 

Here, the claims are directed to a compound where E is selected from various 
receptor binding molecules. There is no structural information provided in the 
specification to teach what structure is required to meet the stated function. It appears 
from the drawing that two possible receptor binders are shown. There may be more 
incorporated by reference, but that results in a very limited number of receptor binding 
molecules which do not share common structures which would allow one of ordinary 
skill to understand the term receptor binding molecule. As such, one of ordinary skill in 
the art would not understand the structural requirements based only on the general 
binding functionality language. 



Application/Control Number: 10/808,184 
Art Unit: 1612 



Page 5 



Further, it is unclear that the receptor binding molecule must have a peptide 
chain. In that case, the declaration does not overcome the ability to bind a receptor 
binding molecule which does not have a peptide backbone. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 11 is rejected under 35 U.S.C. 102(b) as being anticipated by Pinney et al 
(Biochemistry, Vol 30, No 9 1991, pp 2421-2431). 

Pinney et al discloses the use of aryl azides as potent antiestrogens, such as 
LY1 1 701 8 and LY1 39481 (page 2422, 2 nd full paragraph and images at the top right 
corner). The attachment is at the estrogen receptor (page 2422 first few lines). Note, the 
instant compound may be attached through L as -(CH2)a-, where a can be 0 and X is - 
(CH2)h- where h is 0. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary 

Claims 11, 12, and 21-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sykes et al (US 6,313,274) in view of Pinney et al (Biochemistry, Vol 
30, No 9 1991, pp 2421-2431). 

Sykes et al teaches phototherapeutic treatment using the protein somatostatin 
(claim 5). Proffered administration is via injection (column 15 lines 44-64). Sykes also 
teach the use of arylazides as photoactivatable agents (column 2lines 46-58). 

Sykes et al does not teach the attachment of aryl azides as a part of 
phototherapy. 

Pinney et al teaches the addition of an aryl azide enhances the reactivity of the 
nitrene generated upon photolysis when using receptor binding molecules. Pinney et al 
further teaches 30 nM fully saturate the ER sites (pg 2426 last paragraph). 
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Pinney et al does not teach the use protein somatostatin as the receptor binding 
molecule. 

It would have been obvious to one of ordinary skill in the art to recognize that 
when practicing the method of the primary reference, that the addition of an aryl azide 
as taught by the secondary reference will improve the performance of the method. 
Therefore, the combination would be an obvious improvement of the therapy taught in 
the primary reference. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-F 8-3:45 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 

Patent Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



